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level of control over some study condi-
tions need not or should not be the 
same as the level of control in labora-
tory studies. While not all conditions 
relating to a field study need to be or 
should be controlled, observations of 
the conditions under which the new 
animal drug is tested shall be recorded 
in sufficient detail to permit evalua-
tion of the study. Adequate and well- 
controlled field studies shall balance 
the need to control study conditions 
with the need to observe the true effect 
of the new animal drug under closely 
approximated actual use conditions. 

(d) Waiver. The Director of the Center 
for Veterinary Medicine (the Director) 
may, on the Director’s own initiative 
or on the petition of an interested per-
son, waive in whole or in part any of 
the criteria in paragraph (b) of this sec-
tion with respect to a specific study. A 
petition for a waiver is required to set 
forth clearly and concisely the specific 
criteria from which waiver is sought, 
why the criteria are not reasonably ap-
plicable to the particular study, what 
alternative procedures, if any, are to 
be, or have been employed, and what 
results have been obtained. The peti-
tion is also required to state why the 
studies so conducted will yield, or have 
yielded, substantial evidence of effec-
tiveness, notwithstanding nonconform-
ance with the criteria for which waiver 
is requested. 

(e) Uncontrolled studies. Uncontrolled 
studies or partially controlled studies 
are not acceptable as the sole basis for 
the approval of claims of effectiveness 
or target animal safety. Such studies, 
carefully conducted and documented, 
may provide corroborative support of 
adequate and well-controlled studies 
regarding effectiveness and may yield 
valuable data regarding safety of the 
new animal drug. Such studies will be 
considered on their merits in light of 
the characteristics listed here. Isolated 
case reports, random experience, and 
reports lacking the details which per-
mit scientific evaluation will not be 
considered. 

[63 FR 10770, Mar. 5, 1998] 

§ 514.120 Revocation of order refusing 
to approve an application or sus-
pending or withdrawing approval 
of an application. 

The Commissioner, upon his own ini-
tiative or upon request of an applicant 
stating reasonable grounds therefor 
and if he finds that the facts so require, 
may issue an order approving an appli-
cation that previously has had its ap-
proval refused, suspended, or with-
drawn. 

§ 514.121 Service of notices and orders. 

All notices and orders under this sub-
chapter E and section 512 of the act 
pertaining to new animal drug applica-
tions shall be served: 

(a) In person by any officer or em-
ployee of the Department designated 
by the Commissioner; or 

(b) By mailing the order by certified 
mail addressed to the applicant or re-
spondent at his last known address in 
the records of the Food and Drug Ad-
ministration. 

Subpart C—Hearing Procedures 

§ 514.200 Contents of notice of oppor-
tunity for a hearing. 

(a) The notice to the applicant of op-
portunity for a hearing on a proposal 
by the Commissioner to refuse to ap-
prove an application or to withdraw 
the approval of an application will 
specify the grounds upon which he pro-
poses to issue his order. On request of 
the applicant, the Commissioner will 
explain the reasons for his action. The 
notice of opportunity for a hearing will 
be published in the FEDERAL REGISTER 
and will specify that the applicant has 
30 days after issuance of the notice 
within which he is required to file a 
written appearance electing whether: 

(1) To avail himself of the oppor-
tunity for a hearing; or 

(2) Not to avail himself of the oppor-
tunity for a hearing. 

(b) If the applicant fails to file a 
written appearance in answer to the 
notice of opportunity for hearing, his 
failure will be construed as an election 
not to avail himself of the opportunity 
for the hearing, and the Commissioner 
without further notice may enter a 
final order. 

VerDate Aug<04>2004 09:52 Apr 28, 2005 Jkt 205070 PO 00000 Frm 00096 Fmt 8010 Sfmt 8010 Y:\SGML\205070.XXX 205070


